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1. PURPOSE

To provide guidance and a standard procedure for auditing records
conprising the biology portions of studies to determine the nature and
magni tude of the residue in livestock. Such studies were submtted to the
Agency in support of applications for research or marketing permts for
pesticide products regulated by EPA [Sections 3, 4, 5, 8, 18, and 24(c)) of
t he Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as anended].

2. SCOPE

This standard operating procedure (SOP) will be used in auditing
records conprising the biology portions of studi es conducted to determ ne the
nature and magnitude of residues of pesticides and their netabolites and
degradation products in livestock. This includes nature of the residue in
i vestock; magnitude of the residue in: nmeat, mlk, poultry, and egg feeding
studies (residues in feed itens, direct aninmal treatnent and agricultura
prem se use studies).

3. OUTLI NE OF PROCEDURE

3.1 Test System
3.2 Characterization of the Test Substance
3.3 Test Substance Shi pping and Recei pt Records
3.4 Test Substance Application
! Application of test substance
1 Cal i bration of equi pnment
1 Test substance sanpling
3.5 O her Agrochem cal Application and Field M ntenance
3.6 Test System Sanpling and Sanpl e Shi prment

3.7 Sanpl e Recei pt and Storage
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3.8 Environnental Conditions
3.9 Protoco
3.10 Standard Operating Procedures

4. REFERENCES

4.1 EPA OPPTS Test Cuidelines Series 860: Residue Chemstry, U S.
Environnmental Protection Agency, Ofice of Prevention, Pesticides
and Toxi c Substances (OPPTS), Washington, D.C

5. SPECI FI C PROCEDURES

The following outline should be used as a guide to ensure that all
applicable records relating to a study are reviewed during the data audit.
This is intended to provide gui dance and cannot anticipate every potenti al
probl emarea. The professi onal experience and know edge of the auditor should
serve as a primary resource in conducting an adequate data review. This SOP
shoul d be used in conjunction with SOP G.P-C-02 to determ ne that all studies
conducted after COctober 16, 1989 were in conpliance with the G.P standards
regul ati ons.

The study audit should include a review of the followng records
conprising the study

5.1 TEST SYSTEM

Records should be available, as appropriate, which address the
followng issues relating to test system (livestock or poultry)
description and characteristics:

Speci es, strain, and substrain

Source of the test system including date of birth, if known,
and recei pt

Procedure for, and docunentation of, identification of test

system
1 Records for isolation of newy received test systens
1 Medical history of the livestock and poultry, including

pesticide use and nedi cal treatnent
Acclimation records of test systemprior to start of study
Eval uation of health status or appropriateness for the study
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In the case of a disease contracted by the test system
di agnosi s, authorization of treatnent, and each date of
t r eat ment

Description and/or identification of the diet used, batch or
| ot nunber of feed

Feed consunption

Periodic drinking water and feed anal yses for contam nants
Housekeepi ng and ot her mai nt enance records of test system

Cl eani ng and pest control materials used

Dai |l y observation records, as required in the protocol

Descri ption of grazing sites, including]location, agrochem cal
use, and application history for the previous 3 years, at a
m ni mum

Docunentation of sufficient test system areas to provide
proper separation of test systens, isolation of projects and
test systens, and specialized areas, as required

Records of how, and the environnment in which, the test system
IS maintained

Di sposal of test systemwaste, refuse, and ot her contam nated
and spent nateri al

5.2 CHARACTERI ZATI ON OF THE TEST SUBSTANCE

Records shoul d be avail abl e which address the issues rel ating
to the characterization of the test substance prior to its use in
the study. Audit of these records is covered in SOP No GLP-C-02.

5.3 TEST SUBSTANCE SHI PPI NG AND RECEI PT RECORDS

Recor ds shoul d be avail abl e whi ch address the i ssues relating to the
shi pnent of test substance by the test sponsor and receipt by the field
personnel. Audit of these records is covered in SOP No. GP-C-02.

5.4 TEST SUBSTANCE APPLI CATI ON

Records should be available which address the follow ng issues
relating to application of the test substance to the test system
ani mal s:

1 Mai nt enance and calibration of equipnent including bal ances
for wei ghing, other equipnent for the preparation of the test
substance, and application equi pnent,



GLP- DA- 07
Revision: 1
Page 4 of 6

5.5 OTHER

Batch, lot nunber for solvents, enulsifiers and/or other
material used to solubilize or suspend the test and control
substance prior to mxing wwth the carrier

Stability of the test substance under storage conditions at
the test site,

The preparation, sanpling, and analysis of mxtures of test
substance with diluent/carrier, as addressed in SOP Nunber
GP- C 02,

Met hod of application of test substance to the test system
Dat es of application and subsequent sanpling events,

Met hod of cl eaning of equipnent used for the preparation of
test substance m xtures, and the disposal of contam nated
and/ or excess material .

AGROCHEM CAL APPLI CATI ONS AND FI ELD MAI NTENANCE

Descriptions of other agrochem cal applications during the
course of the study including fertilizer or other pesticides.
Wer e such applications approved by the study director prior to
their application?

Descriptions of other field maintenance practices including
tilling, weeding prior to and after plot was used as grazi ng
ground for I|ivestock

Adequat e separation of grazing plots and housing for control
and test animals

5.6 TEST SYSTEM SPECI MEN SAMPLI NG AND SAMPLE TRANSFER

Records should be avail able, where applicable, which address the

foll ow ng

issues relating to the test system specinen sanpling and

speci nen sanple transfer by the field personnel:

Ful | description of the sanpling device and procedure,

Met hod of eut hanasi a,

Procedures for the collection and sanpling of eggs, mlk,
ti ssues, body fluids, and/or excreta,

Decont am nati on of equi pnent between sanpling events,
(bservations at post-nortem exam nation, including weight of
ti ssues and eggs, volunme of mlk and urine,

Sanpl e chai n-of-custody (COC) for each specinen transfer to
anal ytical I|aboratory, including aninmal nunber, sanple
description and code nunber, date of sanpling, nanme of
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i ndi vidual doing sanpling, signature(s) of individual(s)
i nvol ved i n sanpling. Was a copy of the sanple COC sent to the
study director?

St orage of sanples prior to transfer and condition of shipnent
in accordance with protocol and rel evant SOPs.

Procedures for auditing the sanple shipnents and sanple COC
records is covered in SOP Nunber GLP-DA-01.

5.7 SAVPLE RECEI PT AND STORAGE

Audit of these issues is covered in SOP Nunber G.P-DA-01.

5.8 ENVI RONMENTAL CONDI TI ONS

Records shoul d be avail abl e whi ch address the foll ow ng i ssues
relating to reporting and conpiling the environnental conditions
during the conduct of the study (as specified in the study

protocol):

1 Regul ation of environnmental conditions (e.g., tenperature
hum dity, photoperiod), as specified in the protocol,

! Qutside air tenperature and relative humdity, including

maxi mum and m nimum in the event of outdoor housing of the
test system
Source of drinking water.

5.9 PROTOCOL

The study protocol should be reviewed, as described in SOP Nunber
GLP-C-02, to ensure that all required protocol elenents were present.
The audi tor shoul d ensure that any protocol anmendnents and/or devi ations
wer e properly docunent ed and approved by the study director, as required
by the G.P Standards, using the above SOP for guidance.

5.10 STANDARD OPERATI NG PROCEDURES ( SOPS)

The auditor should verify that SOPs were in effect at the tinme of the
st udy, which described routine procedures. Exanples of critical SOPs incl ude,
but are not limted to, the followng (as applicable):

! Shi ppi ng and Recei ving Study Speci nens,
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Subst ances,

Mai nt enance and Calibration
Equi prent ,

Operation of Key Equi pnment,

Test System Area Preparation,
Test System Cbservati ons,

Practi ces,

to Shi prent,
Laboratory or O her Tests,

/sl
Revi ewed by: Robert Cypher
Compl i ance O ficer/ Toxi col ogi st

/sl
Approved by: Francisca E. Liem
Chi ef, Laboratory Data Integrity Branch

/sl

Approved by: Rick Col bert

Director, Agriculture and Ecosystens D vision
U.S. Environnental Protection Agency

O fice of Enforcenent and Conpliance Assurance
O fice of Conpliance

Shipping and Receiving Test,

Control, and Reference

Application and O her

Envi ronnment al Equi prent and Measur enent s,
Preparation of Test Substance and adm nistration,
Cl eani ng of Application Equi pnent,

Housi ng, Feeding, Handling, and Care of Test System
Mai nt enance of Test System including Routine Agriculture

Transfer, Proper Placenent, and I dentification of Test System
Eut hanasi a and Post - Mortem Exam nati on of Test System

Handl i ng of Test System Fount Mori bund or Dead during Study,
Coll ection and Ildentification of Specinmens and Storage Prior

Dat a Handl i ng, Storage, and Retrieval.

06/ 01/99
Dat e

06/ 01/99
Dat e

06/ 07/ 99

Dat e
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